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Re: K1 11809
lindle/Device Name: SL Type atnd SPL Type Orthodontic Screws
Regu1.lation Number: 2 1 CUR 872.3640
Regulation Name: EndCosseouls Dental Implant
Regulatory Class: 11
Product Code: OATI
Dated: September 10, 2Q11
Received: September 12, 2Q11

Dear NMr. Walls:

We have reviewed your Section 510(k) premarket notification of intent to market the device
ref'erenced above and have determined the device is su~bstantially elu i xalent (for the
indications for Use Stated inl the enclosureC) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of'
the Federal Food, Drug-, and Cosmetic Act (Act) that do not require approval of a prernarket
approval application (l1MA). YOU May, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for alnual registration, listing of devices, good mnanuLfacturing( practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI-l does
not evaluate information related to contract liability warranties. We remind you, howvCer,
that devi cc labeling iii u1st be truthful and not misleading..

I fyour device is classif[red (see above) into either class 11 (Special Controls) or class Ill
(PMNA). it may~ be subject to additional controls. Existing malj or regulations nfllecti ngz ;'our
device canl be found1( in the Code of Federal Regulationis, Title 21. P~arts 800 to 898. In
addition, FDA m'y publ ish further announcements concerninrg your deVice in thle Federal
Register.
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Please be advised that FIDA's issuance of a substantial eCp i valenIce determllination does no0t
mean that FDA has made a determinlationl that yrour device coimplies Wvith other req ul~i e ets
of the Act or any Federal statutes anld IegUlati ens administered by other Federal acnics.
YOtU Iist complyI Wvith all the Act's r-equir'emenlts, inlingIII~ , but not limited to rcgistrationl
and listing (21I CF I Part 807); labeling (2 1 CF R Part 801I); medi cal dev\ice reporting
(reporting of medical device-related adverse events) (2] CF-R 803); gooCd mlIlanactulringL
practice requll'irements as Set forth inl thle quality Systems (QS) reCgtlationl (2 1 CF-R Bai t 820);
and if applicable, the electronic pr-oduct radiation control provisions (Sections 53 1-542 of'
the Act); 21 CER 1000-1050.

If you desire specific advice for yIour device Onl our labeling regUrlati on (2 1 CFR Part 8O1)7
please go to littn://www,%. fda.u-ov,/AbOuitFDA/Center-sOfflces/C1)( F-I/C D)I1-l011iiccs/Lucmi
I I 5809.htmi for the Center for Devices and Radiological Health's (CDRI-l's) Office of'
Compiliance. Also, p lease note the reCgulation entitled, ''Niisbrand inno by iefer-ence to
preinarket notification'' (2t1C FR Part 807.97). For queIstionIs regardingl thle rep)ort im aOF
adverse eveats Under the N/IDR regulation (21 CFR Part 803)., please go to

Office Of Sur-veillanice and lBiornetrics/Division of Postminaket SuLrveillanlce.

YOU may obtain other general in formation Onl y'our responsi bi litics unlder the Act from the
Div\ision of'Small NMalUfaCtUrrerS. n1ternational and ConIsumer Assistance at its toll-fre
nlumber (800) 638-2041 or (30]) 796-7100 or at its Internet address
littp)://\Vwwx.fda.Luov/NMecica, llevices/ResotiicesfOl-YOLI/IiidLISti/Ctel"IILl .htln.

Sincerely yours,

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology. Gener al Hospital.

finfection Control anld Dental Devices
Office of Device Evaluationl
Center for Devices and

Radiological HeIalth

EnIclosure



Indications for Use

510(k) Number (if known): WV. I 2c1

Device Name: SL Type and SPL~ype Orthodontic Anchor Screws

Indications for Use: The SL Type and SPL Type Orthodontic Anchor Screws are

intended for use as a temporary anchor for orthodontic treatment.

Prescription Use -X IN/R Over-The-Counter Use __

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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